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DETAILED ACTION 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on 10 January 2007 has been entered. 

2. Claims 1-1 1 are pending. Claims 1-4 are withdrawn from consideration as being drawn 
to non-elected inventions. 

3. This application contains claims 1-4 drawn to an invention nonelected with traverse in 
the response filed 18 August 2005. A complete reply to the final rejection must include 
cancellation of nonelected claims or other appropriate action (37 CFR 1 . 144). See MPEP 
§821.01. 

4. The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Claim Rejections - 35 USC § 112 

5. Claims 10-1 1 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with 
the written description requirement. The claim(s) contains subject matter that was not described 
in the specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventor(s), at the time the application was filed, had possession of the claimed invention. 

There is only support in Example 1 and Fig 5 for clpP, rpoB and atpP NEP promoters 
from a small number of plant species, not from any plant species as encompassed by the claims. 
Example IV only provides support for the rbcL, atpB, clpP and 16SrDNA PEP promoters from 
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rice, not from any plant species as encompassed by the claims. 

Thus, the recitation of these promoters constitutes NEW MATTER. In response to this 
rejection, Applicant is required to point to support for the recitation or to cancel the new matter. 
6. Claims 5 and 10-1 1 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter that was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. The rejection is modified from the rejection set forth in the Office action mailed 4 May 
2006, as applied to claim 5, due to Applicant's amendment of the claims. Applicant's arguments 
filed 7 August 2006 have been fully considered but they are not persuasive. 

A full review of the specification indicates that nucleic acids comprising NEP and PEP 
promoters are essential to the operation of the claimed invention. Further, claims 10-11 indicate 
that the constructs comprise clpP, rpoB or atpB NEP promoters from any source and/or rbcL, 
atpB, clpP and 16SrDNA PEP promoters from any source. 

The level of skill and knowledge in the art at the time of filing was such that only a few 
of such promoters were identified; thus, there is no well-developed field of prior art. 

The specification describes a NEP promoter consensus that is present in some, but not all 
NEP promoters (pg 21-22). No PEP consensus is described. Thus, the necessary and sufficient 
structural elements of the claimed promoters are not described within the full scope of the claims. 

Hence, Applicant has not, in fact, described nucleic acids that comprise NEP and PEP 
promoters within the full scope of the claims, and the specification fails to provide an adequate 
written description of the claimed invention. 

Therefore, given the lack of written description in the specification with regard to the 
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structural and functional characteristics of the claimed compositions, it is not clear that Applicant 
was in possession of the claimed genus at the time this application was filed. 

Applicant urges they disagree with examiner's positions for the reasons previously 
presented (response pg 5). 

This is not found persuasive for the reasons previously presented. 

Applicant urges that the recited function is that an NEP promoter is transcribed by a 
nuclear-encoded plastid polymerase and a PEP promoter is transcribed by a plastid encoded 
polymerase, thus the function of NEP and PEP promoters are provided (response pg 5-6). 

This is not found persuasive because structural and functional elements of the claimed 
promoters must be described. The structural elements are not described within the full scope of 
the claims. The specification describes an NEP promoter consensus that is present in some, but 
not all NEP promoters (pg 21-22). No PEP consensus is described. 

Applicant urges that a single species can describe a genus, citing Example 9 of the 
written description guidelines (response pg 6). 

This is not found persuasive because in example 9, more than one DNA was isolated and 
shown to encode proteins with the specified activity. The claims were not drawn to any DNA 
that encode proteins with the specified activity, but to a subset of them. The instant case does 
not follow the fact pattern of Example 9. In the instant case, the instant claims are drawn to any 
promoter with the claimed functions. Such promoters are not described within the fill scope of 
the claims. 

Applicant urges that they describe multiple species of NEP and PEP promoters (response 

Pg 6). 

This is not found persuasive because NEP and PEP promoters were only described from a 
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few genes and from a few plant species. Further, the specification could not describe the 
structural features in common with NEP promoters and in common with PEP promoters. 
7. Claims 5 and 9-10-1 1 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for certain constructs comprising both NEP and PEP 
promoters, does not reasonably provide enablement for all constructs comprising both NEP and 
PEP promoters. The specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention 
commensurate in scope with these claims. The rejection is modified from the rejection set forth 
in the Office action mailed 4 May 2006, as applied to claim 5, due to Applicant's amendment of 
the claims. Applicant's arguments filed 7 August 2006 have been fully considered but they are 
not persuasive. 

The claims are broadly drawn to any construct comprising both NEP and PEP promoters, 
including constructs comprising clpP, rpoB or atpB NEP promoters from any source and/or rbcL, 
atpB, clpP and 16SrDNA PEP promoters form any source. 

The instant specification, however, only provides guidance for analysis of plastid 
transcription in wildtype and rpd mutants, and the identification of NEP promoters from clpP, 
rpoB, atpB (example 1), and the PEP promoters from clpP (example 2-3); and promoter mapping 
in rice plastids (example 4). 

The instant specification fails to provide guidance for NEP promoters from genes other 
than clpP, rpoB and atpB from a small number of species, and for PEP promoters from genes 
other than rice clpP. 

As the specification does not describe NEP and PEP promoters within the full scope of 
the claims, undue trial and error experimentation would be required to screen through the myriad 
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of nucleic acids encompassed by the claims, to identify those that are NEP and PEP promoters, if 
such plants are even obtainable. 

Applicant urges that examples I-IV provide methods for identification of NEP and PEP 
promoters; thus, no undue experimentation is required (response pg 6-7). 

This is not found persuasive because the examples do not teach how to make the claimed 
promoters, only how to assay them. Since the specification fails to teach how to make the 
promoters, undue trail and error experimentation would be required to make and test potential 
nucleic acids. 

Claim Rejections - 35 USC § 102 
8. Claim 5 is rejected under 35 U.S.C. 102(e) as being anticipated by Maliga et al (US 
Patent 5,877,402, filed January 1994), taken with the evidence of Legen et al (2002, Plant J. 
31:171-188). The rejection is repeated for the reasons of record as set forth in the Office action 
mailed 4 May 2006. Applicant's arguments filed 7 August 2006 have been fully considered but 
they are not persuasive. 

Maliga et al teach constructs comprising the rpsl6 promoter operably linked to the uidA 
coding region (Fig 22A and C). Legen et al teach that this promoter comprises NEP and PEP 
promoters (paragraph spanning the columns on pg 179). 

Applicant urges that Legen et al is wholly silent was to the presence of an NEP promoter 
in the rpsl6 promoter, and that the higher transcription rates seen in wild-type leaf tissue can be 
accounted for by a promoter containing only a PEP promoter, because such a promoter would 
exhibit higher relative transcription rates in wild-type than mutant leaf tissue (response pg 7-8). 

This is not found persuasive because Legen states that all plastid genes are transcribed in 
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e PEP-deficient background (paragraph spanning the columns on pg 176). Thus, the rpsl6 
promoter is both a PEP and an NEP promoter. 



9. Claims 6-9 are objected to as being dependent upon a rejected base claim, but would be 
allowable if rewritten in independent form including all of the limitations of the base claim and 
any intervening claims. 



Conclusion 

10. No claim is allowed. 

1 1 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Anne R. Kubelik, whose telephone number is (571) 272-0801. 
The examiner can normally be reached Monday through Friday, 8:30 am - 5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Jones, can be reached at (571) 272-0745. 

The central fax number for official correspondence is (571) 273-8300. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to (57 1 ) 272-0547. 

Patent applicants with problems or questions regarding electronic images that can be 
viewed in the Patent Application Information Retrieval system (PAIR) can now contact the 
USPTO's Patent Electronic Business Center (Patent EBC) for assistance. Representatives are 
available to answer your questions daily from 6 am to midnight (EST). The toll free number is 
(866) 217-9197. When calling please have your application serial or patent number, the type of 
document you are having an image problem with, the number of pages and the specific nature of 
the problem. The Patent Electronic Business Center will notify applicants of the resolution of 
the problem within 5-7 business days. Applicants can also check PAIR to confirm that the 
problem has been corrected. The USPTO's Patent Electronic Business Center is a complete 
service center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It also 
enables applicants to view the scanned images of their own application file folder(s) as well as 
general patent information available to the public. 

For all other customer support, please call the USPTO Call Center (UCC) at 800-786- 

9199. 



Anne Kubelik, Ph.D. 
March 6, 2007 




